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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[x] Responsive to communication(s) filed on 03 March 2004 . 
2a)[X] This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) H Claim(s) 39-51 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) \Z\ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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RESPONSE TO AMENDMENT 

1. Applicant's amendment filed 2 March 2004 is acknowledged. Claims 39-51 are pending 
and under examination in this office action. The text of those sections of Title 35, U.S. Code, 
not included in this action can be found in a prior office action. 

Claim Rejections Maintained 

2. The rejection of claims 39-51 under 35 U.S.C. 1 12, first paragraph, as lacking 
enablement is maintained for reasons of record in the office action of 20 November 2003. 

Applicant argues that experimentation is not necessarily undue and that the art of 
immunotherapeutics as a whole is not unpredictable. Applicant further argues that the MLR 
assay is widely used as a standard assay for immunomodulators and that, based on the positive 
result obtained with PR0335, there is a reasonable expectation of success. Applicant further 
argues that it would be routine to carry out in vivo experimentation to determine whether 
PR0335 or its antagonists are useful as immunomodulators. 

Applicant's arguments have been fully considered but have not been found to be 
persuasive. While some experimentation need not be undue if there is an expectation of success, 
such an expectation is lacking for the instant invention. Activation of a mixed lymphocyte 
reaction is not widely used as an assay for immunotherapeutics. As was stated in the previous 
office action, it is used for determining histocompatibility, not for identifying therapeutic 
immunostimulatory agents. That a compound that stimulates this reaction might be of interest 
for study does not serve to enable its use. The assay does not provide, based on the prior art, an 
expectation that either it or its antagonists could be used to affect immune processes, since the 
observed activity need not be a measure of a general stimulus. That it would be routine to carry 
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out the experiments required to determine whether it could successfully be used in vivo is not 
sufficient to predict that it could in fact be used as a therapeutic agent. Applicant has provided 
no guidance beyond a preliminary assay to suggest that the protein could be used as a therapeutic 
agent or that it could be a useful target for other agents. The ability of the artisan to undertake 
routine assays is not adequate guidance as to what those assays will indicate and thus as to 
whether the protein could in fact be used as taught in the specification, but is merely an invitation 
to the artisan to use the current invention as a starting point for further experimentation. 

What is provided is thus the idea for an invention, and the invitation to experiment to 
implement this invention, not the invention itself. 

NO CLAIM IS ALLOWED. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Janet L. Andres whose telephone number is 571-272-0867. The 
examiner can normally be reached on Monday-Thursday and every other Friday, 8:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler can be reached on 571-272-0871. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Janet L. Andres, Ph.D. 
20 April 2004 




